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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-4, 6-25 and 27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Pourahmadi et al (W099/33559). Regarding Claim 1, Pourahmadi et al 
teaches an apparatus for processing a fluid sample comprising: (i) A sample processing 
chamber comprising a fluid inlet and a fluid outlet (Abstract & Figure 6 Items 28 and 30; 
(ii) A waste chamber downstream from the sample processing chamber and in fluid 
communication with the sample processing chamber fluid outlet and wherein the fluid 
communication between the sample processing chamber outlet and the waste chamber 
comprises a divergent analyte flow path (Abstract and Figure 16 Item 203); at least (iii) 
Two further chambers up stream from the sample processing chamber both of which 
are in fluid communication with the sample processing chamber fluid inlet (Figure 2); (iv) 
A means for moving fluid from each of the at least two further chambers through the 
sample processing chamber and into the waste chamber or into the divergent analyte 
flow path as desired by applying positive or negative pressure to the desired flow path 
(Page 6 lines 30-36); and (v) A passive means for restricting the flow of fluid (Page 6 
lines 30-36). 
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3. For Claim 2, Pourahmadi et al teaches an apparatus according to Claim 1 
wherein the means for moving fluid from at least one of the at least two further 
chambers through the sample processing chamber comprises a means for generating a 
vacuum (Page 6 lines 30-36). 

4. For Claim 3, Pourahmadi et al teaches an apparatus according to Claim 2 
wherein the waste chamber comprises an outlet port which is connected to the means 
for generating a vacuum (Page 30 lines 11-14). 

5. For Claim 4, Pourahmadi et al teaches an apparatus according to Claim 2 
wherein the analyte flow path comprises an outlet port which is connected to the means 
for generating a vacuum (Page 30 lines 11-14). 

6. For Claim 6, Pourahmadi et al teaches an apparatus according to Claim 5 
wherein the means for moving fluid from at least one of the two further chambers 
through the sample processing chamber additionally comprises a means for generating 
a vacuum (Page 30 lines 11-14). 

7. For Claim 7, Pourahmadi et al teaches an apparatus according to Claim 1, 
wherein the means for moving fluid from each of the two further chambers through the 
sample processing chamber moves the fluid sequentially from the first at least two 
further chambers through the sample processing chamber and into the waste chamber 
and then from the second at least two further chambers through the sample processing 
chamber and into either the waste chamber or the divergent analyte flow path (Figure 
2). Examiner takes the position that the apparatus is taught by Pourahmadi et al. This 
product by process claim, as a result is anticipated by Pourahmadi et al. 
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8. For Claim 8, Pourahmadi et al teaches an apparatus according to Claim 1 
wherein the passive means for restricting the flow of fluid comprises a valve located 
in the fluid communication between the sample processing chamber and the waste 
chamber (Page 5 lines 4-17). 

9. For Claim 9, Pourahmadi et al teaches an apparatus according to Claim 8 
wherein the valve is down stream of the divergent analyte flow path (Page 5 lines 4-17). 

10. For Claim 10, Pourahmadi et al teaches an apparatus according to Claim 8 
wherein the valve comprises a bead which is opened by applying a positive or negative 
pressure (Page 5 lines 4-17). Examiner takes the position that fluid diodes comprise 
balls or beads which can be used to shut off fluid flow in one direction when positive or 
negative pressure is applied. 

11. For Claim 11, Pourahmadi et al teaches an apparatus according to Claim 1 
wherein the passive means for restricting the flow of fluid comprises a reservoir 
located in the fluid communication between at least one of the at least two further 
chambers and the sample processing chamber (Figure 2). 

12. For Claim 12, Pourahmadi et al teaches an apparatus according to Claim 1 
wherein the passive means for restricting the flow of fluid comprises a fluid pathway of 
small diameter such that fluid can not flow through the pathway without the application 
of a positive or negative pressure, located in the fluid communication between at least 
one of the at least two further chambers and the sample processing chamber (Page 28 
line 36 to Page 29 line 22). 
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13. For Claim 13, Pourahmadi et al teaches an apparatus according to Claim 1, 
comprising a collection chamber downstream of the analyte flow path and in fluid 
communication with the analyte flow path outlet (Page 5 lines 15-17). 

14. For Claim 14, Pourahmadi et al teaches an apparatus according to Claim 13 
wherein the collection chamber comprises a reagent, preferably a reagent comprising 
one or more nucleic acid amplification reagents, more preferably a reagent selected 
from the group consisting of nucleic acid primers, nucleic acid probes, fluorescing dyes, 
enzyme buffers, nucleotides, magnesium salts, bovine serum albumen, and denaturants 
(Page 1 9 line 35 to Page 20 line 7). 

15. For Claim 15, Pourahmadi et al teaches an apparatus according to Claim 13 
wherein collection chamber comprises an outlet port which optionally may be connected 
to a means for generating a vacuum (Page 20 lines 7-9). 

16. For Claim 16, Pourahmadi et al teaches an apparatus according to Claim 15 
wherein the apparatus comprises a post processing chamber down stream from the 
collection chamber in fluid communication with the collection chamber outlet and which 
optionally itself comprises an outlet which may be connected to a means for generating 
a vacuum (Figure 2). 

17. For Claim 17, Pourahmadi et al teaches an apparatus according to Claim 1, 
wherein the sample processing chamber comprises an active member, preferably a 
trapping member selected from the group consisting of a microfluidic chip, a solid 
phase material, a filter, a filter stack, an affinity matrix, a magnetic separation matrix, 
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a size exclusion column, a capillary tube, and mixtures thereof (Page 27 line 30 to Page 
28 line 5 or Page 1 1 lines 1 2-1 8). 

18. For Claim 18, Pourahmadi et al teaches an apparatus according to Claim 17 
wherein the sample processing chamber comprises a glass fiber filter membrane (Page 
27 line 30 to Page 28 line 5 or Page 1 1 lines 1 2-1 8). 

19. For Claim 19, Pourahmadi et al teaches an apparatus according to Claim 1 
wherein at least one of the at least two further chambers is pre-filled with a buffer 
solution, preferably a buffer solution selected from the group consisting of an aqueous 
solution of potassium acetate and Tris.hydrochloride, or an aqueous ethanolic solution 
of potassium acetate and Tris.hydrochloride (Page 18 lines 6-20). 

20. For Claim 20, Pourahmadi et al teaches an apparatus according to Claim 1 
wherein at least one of the at least two further chambers acts as a sample chamber 
comprising an inlet port through which a sample is introduced into the apparatus (Figure 
2 Item 103). 

21. For Claim 21, Pourahmadi et al teaches an apparatus according to Claim 20 
wherein the sample chamber inlet port comprises a filter membrane (Page 30 lines 11- 
18). 

22. For Claim 22, Pourahmadi et al teaches an apparatus according to Claim 20 
wherein the sample chamber comprises a reagent, preferably a reagent comprising a 
lysis reagent, more preferably a chaotrophic salt (Page 18 lines 6-20 & Page 23 line 26 
to Page 24 line 3). 
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23. For Claim 23, Pourahmadi et al teaches an apparatus according to Claim 1, 
wherein the apparatus comprises at least one chamber located externally to the main 
body of the apparatus (Page 5 lines 14-17). 

24. For Claim 24, Pourahmadi et al teaches an apparatus according to Claim 23 
wherein the chamber located externally to the main body of the apparatus is the 
collection chamber (Page 5 lines 14-17). 

25. For Claim 25, Pourahmadi et al teaches an apparatus according to Claim 23 
wherein the chamber located externally to the main body of the apparatus is at least 
one of the at least two further chambers (Page 5 lines 14-17). 

26. For Claim 27, Pourahmadi et al teaches a method of processing a fluid sample 
comprising: (i) Placing the sample in the sample processing chamber of an apparatus 
according to Claim 1 (Abstract & Figure 2); (ii) Applying a positive or negative pressure 
to move fluid through the apparatus (Page 6 lines 30-36); (iii) subjecting the sample to 
one or more processing steps (Page 19 line 35 to Page 20 line 7); and (iv) collecting the 
processed sample from the divergent analyte flow path (Figure 2 & (Page 5 lines 14- 
17). 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. Claims 5 & 26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pourahmadi et al. Regarding Claim 5, Pourahmadi et al teaches an apparatus 
according to Claim 1. Pourahmadi et al does not teach that the means for moving fluid 
from at least one of the at least two further chambers through the sample processing 
chamber comprises a plunger capable of being depressed to expel fluid from the at 
least one further chamber. Pourahmadi et al does however teach fluid motive sources 
such as one or more pumps, vacuums, or pressure sources (Page 6 lines 30-34). It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify Pourahmadi et al with a plunger because this would be a fluid motive 
source that would be adequate to move the fluid through the cartridge. 

4. For Claim 26, Pourahmadi et al teaches an apparatus according to Claim 23. 
Pourahmadi et al further teaches that at least one chamber is located externally. 
Pourahmadi et al does not teach that the walls which are coated with an electrically 
conducting polymer. Pourahmadi et al does teach that other sample chamber(s) may be 
coated with a silicon oxide or a metal film to act as a heater. It would have been obvious 
to one of ordinary skill in the art at the time the invention was made to modify the walls 
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of the external chamber to be lined with a electrically conductive polymer because it is 
known in the art of lysing bacterial cultures, biological cells, or yeast that a temperature 
drop of a digestion can degrade desired genes and proteins that have been expressed. 

Claim Rejections - 35 USC §112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 28 & 29 provide for the use of the apparatus of Claim 1 , but, since the 
claim does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claims 28 & 29 are rejected under 35 U.S.C. 101 because the claimed recitation 
of a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BOBBY RAM D HAN IE whose telephone number is 
(571)-270-3240. The examiner can normally be reached on Mon-Fri 8-5 (Alt Fri off). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Walter Griffin can be reached on 571-272-1447. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bobby Ramdhanie, Ph.D./ 
Examiner, Art Unit 1797 
BR 



/Walter D. Griffin/ 

Supervisory Patent Examiner, Art Unit 1797 



